
MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

Date: October 5, 1999 

To: Dockets Management Branch (HFA-305) 

From: Melissa Lamb 
Office of Generic Drugs 

Subject: OGD Update on the Review Process and New FDA Initiatives 

This memorandum forwards overheads of a presentation to the Dockets 
Management Branch for inclusion in Docket 9OS-0308. The following 
is information on the presentation for the Docket records: 

Title of Presentation: OGD Update on the Review Process and New 
FDA Initiatives 

Presented for: 

Date Presented: 

Presented by: Gary J. Buehler 

Number of Pages: 
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Outline 

1. Overview of OGD Performance 

2. Performance Improvement 

3. Chemistry Guidances 

4. ‘Major/Minor Guidance 

5. Electronic Labeling Initiatives 



400 

350 

300 

250 

200 

150 

100 

50 

0 

Calendar Year Receipts 
(New Counting System) 

r’st 8 Months m 1 Z-Month Total 

1 182 

96 

YEAR 

97 98 

* = Projected 



300 

250 

200 

150 

100 

50 

0 

Calendar Year Approvals 
(New Counting System) 

7 1 st 8-months 

1993 1994 1995 1996 1997 1998 1999 

CALENDAR YEAR 
4? ., 

= Projected 



Calendar Year Approvals 
& Tentative Approvals 

(New Counting System) 
350 

300 

250 

200 

150 

100 

50 

0 

IlIst 8 months 

El12 month total 

265 

.237 

1~97 

160 

123 

94 96 97 98 99* 93 

YEAR 
* = Projected 



Calendar Year Approval Times 

r 

Median __________-----_-_---.....-..---.-------~~~~ 32.2 Mean 

27 
28.4 

- ,.----------- - ___. 

23 
25.2 

21.8 

18 

94 96 97 98 

- 

34.7 

95 

4 1 

I 
96 97 98 99* 

20.5 

m 
\ 

0 
\ 

m 

0 

Year 

* = Through August 31,1998 



16 

14 

12 

10 

8 

6 

4 

2 

0 

Median ANDA Review Cycle (Months) 
(Original Applications) . ._. - ..__ -. __ ..__ 

Jan Apr Jul Ott Jan Apr Jui Ott Jan Apr Jul Ott Jan Apr Jul Ott Jan Apr Jul Ott Jan Apr Jul Ott Jan Apr Jul Ott Jan Apr Jul Ott Jan Apr Jul 
91 I 92 I 93 I 94 I 95 I 96 I 97 I 98 I 99 

-median 
I-Times correspond to actual applications received . The new ANDA/AADA submission policy that went into effect 111191 allows certain variations in a drug product to 
)e included in a single application. 

2-m September, 1991 the OGD started implementation of the Application Integrity Policy by suspending review of applications suspected of being tainted by fraud. AIP 
.ime has been subtracted from review time above for the period after 9/91. However, before the AIP went into effect, the review of many applications suspected of 
:ontaining fraudulent data were suspended. These suspensions were not recorded in the MIS and are not reflected in the above chart. 



Chemistry is presently the 
rate-limiting review for ANDA 

approval= 

Present Chemistry Queue 
-120 days 



Chemistry Divisions Restructuring 
Division of Chemistry I 

Director 
Rashmikant Patel, Ph.D, 

Deputy Director 
Allen Rudman, Ph.D 

Team 1 
Al Mueller 

Team 2 
M. Smela 

Team 3 
- P. Schwartz, 

Ph.D. 

Team 4 
- Devinder Gill, 

Ph.D. 

Division of Chemistry 
I I Director 
Florence Fang 

Deputy Director 
Vilavat Saveed, Ph.D. 

Team 6 
R. Adams 

Team 7 
B. Arnwine 

4 Team 9 
Glen Smith 



ANDAs: Blend Uniformity Analysis 

Published: August 27, 1999 
October 26, 1999 Closes: 

Written to address consistency 
issues regarding review of 

blend/granulation uniformity in 
ANDAs. By providing more definite 
guidance to reviewers and industry, 
an existing review practice could be 

more fairly applied. 



ANDAs: Impurities in Drug 
Substances 

Published: July 24, 1998 
Closed: September 22, 1998 
ReoDened: Until November 23. 1998 

Using principles of the ICH Q3A 
Impurities in New Drug Substances 

document, describes impurity 
qualification and identification criteria 
for drug substances used in ANDAs. 



ANDAs: Impurities in Drug Products 

Published: January 5, 1999 
Closed: May $1999 

Using principles of the ICH 
Q3B Impurities in New Drug 

Products document, describes 
degradant qualification and 
identification criteria for drug 

products in ANDAs. 



Major, Minor, Facsimile and 
Telephone Amendments 

* Purpose: 
To present operating policies & procedures 

to industry 

To close loopholes arising from FACSIMILE 

policy 

Increased control over review clock 

Standardization throughout OGD 

Define terminology used to categorize 

amendments 



Major, Minor Amendments 

CMC Review with 
\ / Deficiencies 

I Micro biology 1 
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Labeling 
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Proposed Flectronic Labeling 

Requirement 

*Require the Submission of 

Electronic Package Insert Text 

+NDAs, ANDAs, Supplements, 

Annual Reports 

*Portable Document 

in 8.5 x 11 text 

Format (PDF) - 



Offltx 0fGenericDrugs 

Division of Labeling and 
Program support 

Labeling Review Branch 
m-4513 

Click on link 
John F. Grace, R.Ph. - Labeling Review Team Leader for Division of Chemistry I 

Charles V. Hoppcs, R.Ph. - Labeling Review Team Leader for Division of Chemistry II 

-. 

i 

Phone - (301) 827-5846 
Fax - (301) 443-3847 

The purpose this page is to provide information on recently approved labeling changes for Reference Listed Drug (RLD) products. The supplements ‘are 
grouped by m nth and year of approval. Some are linked to the approved labeling an&or the supplemental approval letter in Adobe Acrobat format. Click on a 
month and ye below to view the list for that month: 

In addition, a comprehensive list of the most recently approved label> 1 +g supplements for .a.ll RLD products is available in Adobe Acrobat Format, The list is in order 
of NDA number. 

CDERHome Paae 1 Search I Comment) What’s New 



Proposed Electronic Labeling 
ii 
1 :: ;; 

Requirement 
ij jj :j ij :: ij j; 

+ Benefits: 

0 Enables Posting of Reference 

Listed Drug on Web 

0 Faster, More Efficient Review 



._. .I.. .._ .._ ,_,,_,, - -..-- .-.--- - ---... . . . I-_ .._ _ . _ .““_ __- .._. -. _.“. --- __._... -.._ --_. 

Office of Generic Drugs 
Division of Labeling and 

Frogram support 
Labeling Revievv Branch 

HFI>-613 

John F. Grace, R.Ph. - Labeling Review Team Leader for Division of Chemistry I 

Click on link 
Charles V. Hoppes, R.Ph. - Labeling Review Team Leader for Division of Chemistry II 

Phone - (301) 827-5846 
Fax - (301) 443-3847 

this page is to provide information on recently approved labeling changes for Reference Listed Drug (IED> products. The supplements are 
and year of approval. Some are linked to the approved labeling andor the supplemental approval letter in Adobe Acrobat format. Click on a 

below to view the list for that month: 

In addition, a comprehensive list of the most recently approved labeling supplements for all RLD products is available in Adobe Acrobat Format. The list is in order I 

of NDA number. 
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Edit View Go Favorites 

Office of Generic Drugs 
Division of Labeling and 

Prograln support 
Labeling Review Branch 

HI7D613 

John F. Grace, R.Ph. - Labeling Review Team Leader for Division of Chemistry I 
Charles V Hoppes, R.Ph. - Labeling Review Team Leader for Division of Chemistry II 

-.- 

Phone - (301) 827-5846 
Fax - (301) 443-3847 

,Click on links 

The purpose of this page is to provide information on recently approved labeling changes for Referent 

grouped by month and year of approval. Some are linked to the approved labe& and/or the suppleme 
month and year below to view the list for that month: 

> products. The supplements are 
Adobe Acrobat format. Click on a 

In addition, a comprehensive list of the most recently approved labeling supplements for all RLD products is available in Adobe Acrobat Format. The list is in order 
of NDA number. 

CIXR Home Paae 1 Search 1 Comment 1 What’s New 



Reference Listed Drug Labeling Approved in August 1999 

Some of the product names below contain links to the approved labeling or the supplemental approval letter describing 
the specific changes. Click on the product name to view the approved labeling changes in Adobe Acrobat format. 

~CEFOTAN 

WOL 
!ZzOCOR 

[Cefatetan Disodium 
$ronabinol Capsules 
I3rnvastati.n Tablets 

)XfJ&LA-SMWS I)!luocinolone Acetonide Sol. j 1X-Aug-1999 ’ 
/EULEXIN plutamide Capsules 
~PERGAN 

F9-Aug-1999 
peperidine HWPromethazine HCl 

I__. 
/ 19-Aug-19z 

WBOCLOR-250 /Methyldopa/Chlorthiazide Tablets 1-1 S-070 @rck /%Aug-1999 



Denr Ms. Leitzke: Page thru 
document 

Please refer to your supplemen~d new drug appiisations dated April 2, 1999, received 
April 5, 1390T submitted under s&ion SOS(b) of the Federal Fond, Drug, and Casmctic Act for or 
Ekntyl (dicyclomine hydrochloride USPj TablcdC’apsules, Injection, and Syrup. Click on 

Effk&d’ under 2 1 C’FR 3 14.70(c). 
links 

If a letter communicating important infarmatiun about these drug products (i.e., a “Dear Ikalrh 
Care Practitioner” l&w) is issued ta physiclians and others responsible for patient care, we 
request that you submit B copy of the letter ts, this NDA and a r;opy to .the 


